ORDIN DE PLATA NR.: 1044 TIP.DOC. 1
DATA EMITERII:9 decembrie 2021

PLATITI: 2700-00 LEI: Doua Mii Sapte Sute lei 00 ban
i

PLATITOR: (R) "BIOSISTEM CONTUL DE PLATI/CODUL IBAN

MLD" S.R.L. MD95ML000000002251429243

CODUL FISCAL :1010600028048 /

PRESTATORUL PLATITOR CODUL BANCII:

BC"Moldindconbank"S.A. fil."Invest" Chisinau :MOLDMD2X329:
BENEFICIAR (R) I.M.S.P. AS CONTUL DE PLATI/CODUL IBAN

OCIATIA MEDICALA TERITORIALA MD54TRPCBW518430A00371AA

BUIUCANI CODUL FISCAL :1003600153131 /
PRESTATORUL BENEFICIAR CODUL BANCIT:
Ministerul Finantelor - Trezoreria de Stat : TREZMD2X
DESTINATIA PLATII:/P102/2700,00 Pentru g: TIPUL TRANSFERULUI

arantia pentru oferta la procedura de ac: NORMAL/URGENT :N:
hizi?ie publica nr. ocds-b3wdpl-MD-16375: :
93830353 din 10.12.2021 :

CODUL TRANZACTIEI:101:
DATA PRIMIRII:09/12/2021 : SEMNATURILE
DATA EXECUTARITI: : EMITENTULUI

CONDUCATOR:Web Poiata Vitalie :
MIIGYwYJKoZIhvcNAQcCoIIGVDCCBIACAQExCzAIJBgUrDgMCGgUAMASGCSgGSIb:

DQEHAaCCBGwwggRoMI IDUKADAGECAhNHAACibilrgFksQ0G4AAAAAKNUMAOGCSq:
SIb3DQEBCWUAMCIxIDAeBgNVBAMTFONFULQxLUNBLU1vbGRpbmRjb251iYW5rMB4

DTIxMDEyODExMzgwNVoXDTIOMDEyODEXNDgwNVowgZ 8xCzAJBgNVBAYTAkKIEMRA :
gYDVQQOIEwdNb2xkb3ZhMREwDwYDVQQHEWhDaGlzaW5hdTEWMBQGA1UEChMNQm1

(semnatura electronica)
CONTABIL-SEF:Web Nasedchin Alexandr :
MIIGZwYJK0oZIhvcNAQcCoIIGWDCCB1QCAQExCzAIJBgUrDgMCGgUAMASGCSgGSIb3:
DQEHAaCCBHAwWGGRSMI IDVKADAGECAhNHAAC] cahRKgbJeg8QAAAAAKNKMAOGCSAG
SIb3DQEBCWUAMCIxXIDAeBgNVBAMTFONFUlQxLUNBLUlvbGRpbmRjb25iYW5rMB4X
DTIxMDEyYODExMzkxOFoXDTIOMDEyODExXNDkxOFowgaMxCzAJBgNVBAYTAk1EMRAW :
YDVQQIEwdNb2xkb3ZhMREwWDwWYDVQQOHEwWhDaGlzaWS5hdTEWMBQGA1UEChMNQm1v

L.S. (semnatura electronica)
CONDUCATOR:

(semnatura manuala)
CONTABIL-SEF:

(semnatura manuala)
SEMNATURA PRESTATORUL L.S.

MOTIVUL REFUZULUI : L.S.

Date: 2021.12.09 15:35:42 EET
Reason: MoldSign Signature
Location: Moldova
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: Anexa nr.7.2 la Instructiunea
. aprobati prin ordinul IFPS
nr. 400 din 14 martie 2014

t CC 04 AE
i

CERTIFICAT

: privind lipsa sau existenta restantelor fata de bugetul public national

: Nr | A2120445 din 1 26.11.2021

1. Destinatia / Hasnauenue

Pentru participarea la proceduri de achizitii publice

2. Date despre contribuabil / Uadopmarnms o HanoromarebIaKe

Denumirea Codul fiscal / Numiirul de identificare
HaumeHosanne OucKanbHbH K01/ UaeHTHPHKAIHOHHEI HOMEp
BIOSISTEM MLD S.R.L. 1010600028048
Adresa sediului de bazi (strada, numirul) Codul - Denumirea localitiitii
Ajipec OCHOBHOTO MECTOPacTONOKeHHs (YNIHLA, HOMEp) Koz - HanmeHoBanHe HaceleHOTO ITYHKTa

| | Albisoara nr.16 bl.1 of.7 0150-SEC.RISCANI

3. Atestarea lipsei sau existentei restantelor conform datelor Slstemu]ul Informational Automatizat /

HOﬂTBep)}(ﬂeHMe OTCYTCTBHS WM HaJIMYKA HCAOUMKH COINIACHO ﬂ.aHHHX HHqJOpM’!L[HOHHOH ABTOMA’ FHBHPOBEHHOH
CHCTEMBI

La data emiterii prezentului certificat restanta fatd de bugetul public national constituie/ Ha narty

BBIIAYH JIAHHOM CIIPaBKH HEJOMMKA [EePe/l HALMOHATLHBIM 1Ty OIYHEIM OI0/KETOM COCTABIIICT:
0,00 lei/neii.

4. Valabil pini la / deficreurenen o 11.12.2021

5. Autentificarea Serviciului Fiscal de Stat / [loarsepkaeHue ['ocy1apcTBeHHO HAIOTOBOH CIyKOBI

P Viorica CAUS
72 ]
Semniturafl‘lomm'b Numele §i prenumele/®amunus 1 Hma

Este extras din Sistemul Informational al SFS SIA ,Contul curent al contribuabilului”// 26.11.2021 ora 15:30:27
cu aplicarea prevederilor pct. 82-83 Ordin IFPS nr.400 din 14.03.2014 (Monitorul Oficial 72-77/399, 28.03.2014)

NOTA (3,52)



CD BC “MOLDINDCONBANK” S.A.
< Filiala “Invest”

Republica Moldova, MD-2068 Pecny6mixa Monaosa, MD-2068
mun. Chisindu, bd. Moscovei, 14/1 Data 1.4 JAN, 2016 wyH. Kummny, 6y71. Mockoseii, 14/1
Tel. : (373-22) 43-44-81, 43-46-24 /, / ) 2 Ten. : (373-22) 43-44-81, 43-46-24
Fax : (373-22) 43-44-22 N Q3L — F9/45 Daxc : (373-22) 43-44-22
cod: MOLDMD2X329 xox MOLDMD2X329

Filiala ,Invest” BC ,,Moldindconbank” SA confirma existenta contului curent
in moneda nationala al “BIOSISTEM MLD” S.R.L. (¢/f1010600028048), cu
IBAN MD95ML000000002251429243.

Codul bancii MOLDMD2X329.

Director vj[{d[ Nina Turcan

Z QAOR. F7pe
et ST, A

Nina Balmus

Ex. Diana Brinza

Tel. 43-45-96



REPUBLICA Wiise sy MOLDOVA

CERTIFICAT
DE IWREGISTRARE

Societatea cu Riaspundere Limitati "BIOSISTEM MLD"
~—ESTE INREGISTRATA LA CAMERA INREGISTRART DE STAT

Numarul de identificare de stat - codul fiscal
1010600028048

12.08.2010

Data inregistrarii e N

12.08.2010

Data eliberarii

Svirepova Ludmila, registrator

" Functia, numele, prenumele persoanei
care a eliberat cerfificatul

MD 0101250

*

80007711 02>
101 4 e




LP. “AGENTIA SERVICII PUBLICE”

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

nr. 8506 din 28.04.2021

Denumirea completi: Societatea cu Rispundere Limitati «BIOSISTEM MLD».

Denumirea prescurtati: «BIOSISTEM MLD» S.R.L.
Forma juridica de organizare: Societate cu Rispundere Limitati.
Numirul de identificare de stat si codul fiscal: 1010600028048.
Data inregistrarii de stat: 12.08.2010.
Sediul: MD-2001, str. Albisoara, 16/1, ap.(of.) 7, mun. Chisindu, Republica Moldova.
Obiectul principal de activitate:
1 Activitatea farmaceutici;
2 Importul, fabricarea, comercializarea, asistenta tehnici si (sau) reparatia dispozitivelor
medicale si (sau) a opticii;
3 Acordarea asistentei medicale de ciitre institutiile medico-sanitare private;
4 Comertul cu ridicata al calculatoarelor, echipamentelor periferice si software-ului;
5 intre;inerea si repararea masinilor de birou si a tehnicii de calcul;
6 Consultatii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.
Administrator: POIATA VITALIE,
Asociati:
1. POIATA VITALIE 33,40 %
2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVNIKOV DMITRII 33,30 %.

Prezentul extras este eliberat in temeiul art. 34 al Legii nr. 220-XVI din 19 octombrie 2007 privind
inregistrarea de stat a persoanelor juridice si a intreprinzitorilor individuali si confirma datele din

Registrul de stat la data de: 28.04.2021.
Aliona

Specialist coordonator
tel. 022-207-840

Date cu caracter personal. Operator: LP. “Agentia Servicii Publice” 10 0000059



BIOSISTEM-MLD S.R.L.

c/f 1010600028048; adresa: or. Chisinau, str. Albisoara 16/1 of.7
tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.
Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com

Lista fondatorilor Biosistem-mld SRL

Nr. Nume, Prenume IDNP

1. Vitalie Poiata 0983103892591
2. Alexandr Nasedchin 2002001070747
3. Dmitrii Kojevnikov  [0972305012362




Data npepocTtaBnenus 11.05.2021 10:00:47 3.5. inventar si mobilier 085
Anexe la SNC "
“Prezentarea situatiilor financiare” 3.6. alte mijloace fixe 086 4458 2000
Aprobat de Ministerul Finantelor
P ol Republici Moldova A 4. Resurse minerale 090
SITUATIILE FINANCIARE 5. Active biologice imobilizate 100
pentru perioada 01.01.2020 - 31.12.2020 6. Investitii imobiliare 110
Entitatea: BIOSISTEM MLD SRIL. 7. Avansuri acordate pentru imobilizari corporale 120
Cod CUIO: 40717392 Tota P .
: ‘otal imobilizéri corporale
Cod IDNO: 1010600028018 (1d.060 + rd.070 + rd.080 + rd.090 + rd. 100 + rd.110 + 1d.120) 130 2208593 2793637
Sedil: " financiare pe termen lung
MD: 1. Investitii financiare pe termen lung in parti neafiliate 140
Raionul(municipiul): 106, DDF RISCANI
::::::':""m;: )SEC oo 2. Investitii financiare pe termen lung in parti afiliate, total 150
o :
Strada: SECTORUL RISCANI STR Albisoara nr.16 bl.1 of.7 din care: 151
2.1. actiuni si cote de participatie detinute in partile afiliat
Activitatea principala: G4646, Comert cu ridicata al produselor farmaceutice 2Sctluni 51 cote de parficipatie cednute In partlle affilate
Forma de proprietate: 16, Proprietate colectiva 2.2 imprumuturi acordate partilor afiliate 152
Forma organizatorico-juri 530, Societéti cu raspundere limitata 2.3 imprumuturi acordate aferente intereselor de participare 153
Date de contact: 2.4 alte investifii financiare 154
Telefon: +37322808719 Total investitii financiare pe termen lung 160
wes: (rd.140 + rd.150)
E-mail: zmiil3@mailru IV. Creante pe termen lung si alte active imobilizate
Numele si le al contabilului-sef: DI (dna)Tel
umele si coordonatele al contabilului (dna)Tel 1. Creante comerciale pe termen lung 170
Numérul mediu al salariatilor in perioada de gestiune: 3 persoane. 2. Creante ale partilor afiliate pe termen lung 180
Persoanele responsabile de semnarea situatiilor financiare* Nasedchin Alexandr Inclusiv: creante aferente intereselor de participare 181
3. Alte creante pe termen lung 190
4. Cheltuieli anticipate pe termen lung 200
5. Alte active imobilizate 210
Total creante pe termen lung si alte acti 20
(rd.170 + rd.180 + rd.190 + rd.200 + rd.210)
BILANTUL Anexa 1 TOTAL ACTIVE IMOBILIZATE 230 2209080 2793637
s nexa (rd.050 + rd. 130 + rd.160 + rd.220)
Sold Ia ACTIVE CIRCULANTE
Nr. cpt. Cod rd. inceputul perioadei de ul perioadei de 1. Stocurl
gestiune gestiune 1. Materiale si obiecte de mica valoare si scurta durata 240 54051 51978
1 2 3 a B .
2. Active biologice circulante 250
ACTIV
< 3. Productia in curs de executie 260
ACTIVE IMOBILIZATE 4. Produse si marfuri 270 5710647 7221203
! Imobilizari necorporale 5. Avansuri acordate pentru stocuri 280
1. Imobilizari necorporale in curs de executie 010
{re 240 1 £ 250 + 10,260 + 14270 + rd280) 20 5764698 7273181
2. Imobilizari necorporale in exploatare, total 020 487 - - - -
din care Il Creante curente si alte active circulante
211 concestunt, licente st marci 021 487 1. Creante comerciale curente 300 4337729 3912218
- 2. Creante ale partilor afiliat t 310
2.2. drepturi de autor i titluri de protectie 022 reanie ale pargilor afiliate curente
23, programe informatice 03 inclusiv: creante aferente intereselor de participare 311
2.0, alte imabiizr necorporate oo 3. Creante ale bugetului 320 166486 74631
3 Fond come 030 4. Creantele ale personalului 330
5. Alte creante curente 340
4. Avansuri acordate pentru imobilizari necorporale 040 v
6. Cheltuieli anticipate curente 350 4 2
Total imobilizari necorporale 050 187 B
(16010 + d.020 + d.030 + d.040) g 7. Alte active circulante 360 1647908 5756117
mobilizari corporale Total creante curente si alte active circulante
1 mobiizar corporale n curs de executie pos (rd.300 + rd.310 + rd.320 + rd.330 + rd.340 + rd. 350 + rd.360) 370 e1s2127 9742068
P —— - o0 1. Investitii financiare curente
i te in parti 380
3. Mijloace fixe, total 080 2208593 2793637 nanciare curente In pai
e 2. Investitii financiare curente in parti afiliate, total 390
081 din care:
3.1. cladiri 301
32 constract speciale pes 2.1. actiuni si cote de participatie detinute in partile afiiate
22,10 o date parilor afiiat 302
3.3. masin, utilaje si instalatii tehnice 083 2204135 2791637 Imprumuturi acordate pargllor afliiate
34, miloace de transport oo 2.3. imprumuturi acordate aferente intereselor de participare 393
2.4. alte investiti financiare in parti afiliate 304 din care:
721
financiare curente 200 2.1. imprumuturi din emisiunea de obligatiuni
(rd.380 + rd.390)
inclusiv: imprumuturi din emisiunea de obligatiuni convertibile 722
IV. Numerar si documente banesti 410 8911899 3942779
2.2. alte imprumuturi pe termen scurt 723
TOTAL ACTIVE CIRCULANTE
(1d.290 + rd.370 + 1d.400 + rd.410) 420 20828724 20958928 3. Datorii comerciale curente 730 1331928 3252667
4. Datoril fata de partile afiliate curente 740
E i Y
P 430 23037804 23752565
(rd.230 + rd.420) inclusiv: datorii aferente intereselor de participare 741
PASIV 5. Avansuri primite curente 750 159545 188105
CAPITAL PROPRIU 6. Datorii fata de personal 760 2013 50
1. Capital social si neinregistrat 7. Datorii privind asigurarile sociale si medicale 770
1. Capital social 440 5400 5400 8. Datorii fata de buget 780 434590 187676
2. Capital nevarsat 150 ( ( 9. Datorii fata de proprietari 790
B ) )
10. Venituri anticipate curente 800
3. Capital neinregistrat 460
11. Alte datorii curente 810 81963 58541
. ( (
4. Capital retras 470 ) ) TOTAL DATORII CURENTE
(1d.710 + d.720 + rd.730 + rd.740 + 1d.750 + d.760 + rd.770 + 820 2010939 3687039
5. Patrimoniul primit de la stat cu drept de proprietate 480 1d.780 + rd.790 + rd.800 + rd.810)
Total capital social si neinregistrat PROVIZIOANE
(rd.440 + rd.450 + rd.460 + rd.470 + rd.480) 490 5400 5400
ne pentru beneficiile angajatilor 830
. Prime de capital 500
ane pentru garantii acordate cumpératorilory 840
Rezerve
3. Provizioane pentru impozite 850
1. Capital de rezerva 510 F.
4. Alte provizioane 860
c 2. Rezerve statutare 520
g TOTAL PROVIZIOANE 570
3. Alte rezerve 530 (1d.830 + rd.840 + rd.850 + rd.860)
Total rezerve TOTAL PASIVE
4
(rd.510 + rd.520 + rd.530) 40 (1d.620 + rd.700 + rd.820 + rd.870) 880 23037804 23752565
V. Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 550 X SITUATIA DE PROFIT Sl PIERDERE
2. Profit nerepartizat (pierdere neacoperita) al anilor precedenti 560 21021465 12085295 delapina la N R
nexa
3. Profit net (pierdere neta) al perioadei de gestiune 570 x 7974831 Perioada de gestiune
. Indicatori Cod rd.
4. Profit utiizat al perioadei de gestiune 580 x } precedenta curenta
" 1 2 3 a
Total profit (pierdere)
500 21021465 20060126
(rd.550 + rd.560 + rd.570 + rd.580) Venituri din vinzari, total 010 27319617 25963175
V. Rezerve din reevaluare 600 din cares
o1 26856566 25044358
VI. Alte element ital propri 1
te elemente de capital propriu 610 venituri din vinzarea produselor si marfurilor
"rg:;:; T F R 1,590 + 1d.600 4+ rd. 610) 620 21026865 20065526 ver n prestarea serviciilor si executarea lucrarilor 012 263051 918817
DATORI PE TERMEN LUNG venituri din contracte de constructie 013
1. Credite bancare pe termen lung 630 ver n contracte de leasing 014
2. Tmpramutr pe termen lung 620 venituri din contracte de microfinantare 015
din care alte venituri din vinzari 016
2.1 imprumuturt in emisiunea de obligatiunt 641 Costul vinzarilor, total 020 15672962 15186814
o P— e . din care:
inclusiv: fmprumuturi din emisiunea de obligatiuni convertibile 642 021 15672962 15186814
22, alte impramutari pe termen lang 643 valoarea contabila a produselor si marfurilor vindute
D. 2. Datorl comerciale pe termen lung 650 costul servicillor prestate si lucrérilor executate tertilor 022
4 Datori fata de partile aflate pe termen lung 660 costuri aferente contractelor de constructie 023
inclusiv: datorii aferente intereselor de participare 661 costuri aferente contractelor de leasing 024
5. Avansari primite pe termen lung 670 costuri aferente contractelor de microfinantare 025
6. Venituri anticipate pe termen lung 680 alte costuri aferente vinzarilor 026
7. Alte datoril pe wermen ang 60 Profit brut (pierdere bruta) (rd.010 - rd.020) 030 11646655 10776361
TOTAL DATORI! PE TERMEN LUNG Alte venituri din activitatea operationala 040 28586 247603
700
(1d.630 + 1d.640 + rd.650 + rd.660 + 1c.670 + rd.680 + rd.690) Cheltuieli de distribuire 050 16306 19740
DATORII CURENTE Cheltuieli administrative 060 964136 1259776
1. Credite bancare pe termen scurt 710 Alte cheltuiel din activitatea operationala 070 417304 640169
2. Imprumuturi pe termen scurt, total 720 Rezultatul din activitatea operationala: profit (pierdere)
(1d.030 + 1d.040 - rd.050 - rd.060 - rd.070) 080 10277405 9104279




090 490609 519239 2. Profit nerepartizat (pierdere neacoperita) al 130
anilor precedenti
din care: .
091 3. Profit net (pierdere neta) al perioadei de 140 X
venituri din interese de participare gestiune
inclusiv: veniturile obtinute de la partile afiliate 092 4. Profit utilizat al perioadei de gestiune 150 X ( ( (
: ) ) )
venituri din dobinzi 093 25612
- — Total profit (pierdere) 160
inclusiv: veniturile obtinute de la partile afiliate 094 (rd.120 + rd.130 + rd.140 + rd.150)
venituri din alte investitii financiare pe termen lung 095 V. | Rezerve din reevaluare 170
inclusiv: veniturile obtinute de la partile afiliate 096 VI | Alte elemente de capital propriu 180
venituri aferente ajustarilor de valoare privind investitile 097 Total capital propriu
financiare pe termen lung si curente (rd.060 + rd.070 + rd.110 + rd.160 + rd.170 + | 190
Venituri din iesirea investitiilor financiare 098 rd-180)
venituri aferente diferentelor de curs valutar si de suma 099 490609 493627
Cheltuieli financiare, total 100 686605 597528 SITUATIA FLUXURILOR DE NUMERAR
de la pina la
din care: Anexa 4
101
cheltuieli privind dobinzile Indicatori Cod rd Perioada de gestiune
inclusiv: cheltuielile aferente partilor afiliate 102 precedenta curenta
cheltuieli aferente ajustarilor de valoare privind investitiile 103 l 2 3 b
financiare pe termen lung si curente Fluxuri de numerar din activitatea operationala
cheltuieli aferente iesirii investitiilor financiare 104 incasari din vinza: 010
cheltuieli aferente diferentelor de curs valutar si de suma 105 686605 597528 Pl pentru stocuri sl servich procurate 020
Rezultatul: profit (pierdere) financiar(a) (rd.090 - rd.100) 110 -195996 -78289 /3ti catre angajati si organe de asigurare socials si
ti catr tis s 030
Venituri cu active imobilizate si exceptionale 120 medicald
Cheltuieli cu active imobilizate si exceptionale 130 Dobinzi platite 040
Rezultatul din operatiuni cu active imobilizate si 140 Plata impozitului pe venit 050
exceptionale: profit (pierdere) (rd.120 - rd. 130) Alte incasari 060
II"(:;ZI&(}IQIJI din alte activitati: profit (pierdere) (rd.110 + 150 195996 78289 Alte plati 070
Profit (pierdere) pina la impozitare (rd.080 + d.150) 160 10081409 9025990 e e o to0) 080
Cheltuieli privind impozitul pe venit 170 1178993 1051159 Fluxuri de numerar din activitatea de investif
Py " (pierdere netd) al perioadei de gestiune (14,160 - 180 8902416 7974831 Incasari din vinzarea activelor imobilizate 090
Plati aferente intrarilor de active imobilizate 100
F Dobi incasate 110
SITUATIA MODIFICARILOR CAPITALULUI PROPRIU
de la pina la Dividende incasate 120
Anexa 3 N
inclusiv: dividende incasate din strainatate 121
N Sold la inceputul Sold la sfirsitul —
dlo Indicatori Cod rd perioadei de Majorari Diminuari perioadei de Alte incasari (plati) 130
gestiune gestiune Fluxul net de numerar din activitatea de investitii 140
1 2 3 a 5 6 7 (rd.090 - rd.100 + rd.110 + rd.120 + rd.130)
| si neinregistrat Fluxuri de numerar din activitatea financiara
1. Capital social 010 incaséri sub forma de credite si imprumuturi 150
! nevs ( ( ( ( Plati aferente rambursaril creditelor si imprumuturilor 160
2. Capital nevarsat 020 |} ) ) )
Dividende platite 170
. 3. Capital neinregistrat 030 inclusiv: dividende platite nerezidentilor 1”71
4. Capital retras 040 " ; : " incasari din operatiuni de capital 180
5. Patrimoniul primit de la stat cu drept de 050 Alte ncasari (plati) 190
propriet Fluxul net de numerar din activitatea financi 200
Total capital social si neinregistrat 060 (rd.150 - rd.160 - rd.170 + rd.180 * rd.190)
(rd.010 + rd.020 + rd.030 + d.040 + rd.050) Fluxul net de numerar total
210
o | Prime de capreal 070 (2 1d.080 + rd.140 + rd.200)
Rezerve Diferente de curs valutar favorabile (nefavorabile) 220
1. Copital de rezerva 080 Sold de numerar la inceputul perioadei de gestiune 230
Sold de numerar la sfirsitul perioadei de gestiune
. 2. Rezerve statutare 090 (% rd.210 * rd.220 + rd.230) 240
3. Alte rezerve 100
Total rezerve 110
(rd.080 + rd.090 + rd.100) x 1
D sate - Nota
Profit (pierdere)
1. Corectii ale rezultatelor anilor precedenti 120 X
Bepar s nevamm Bepar s nevamm
CoxpaHuTb CoxpaHuTb
Pacnucka 2 Pacnucka
Pecnionient Pecnionient
®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L. ®uckanbHbli ko1: 1010600028048, nanmenosanue: BIOSISTEM MLD S.R.L.
Ipenocrasmn oruér: RSF1 21 Ipenocrasmn oruér: RSF1_21
Ha ¢uckansusiii nepuoxa: A/2020 Ha ¢uckansubiii nepuon: A/2020
Jlara npenocrasnenns: 11.05.2021 Jlara npenocrasnenns: 11.05.2021
BpemenHast MeTka oTuéra 3apeructpupoBanHoro B Mxdopmarmonnoit Cucreme HBC : 11.05.2021 Bpemennas meTka otuéra 3apeructpupoansoro B Cucreme DnekrponHoit OT4éTHOCTH M
12:26:31 ornpasieHHoro B Madopmaumonnyro Cucremy BHC : 11.05.2021 10:00:47

National Bureau of Statistics (NBS) received the electronic version of the report, sent by you. The
data provided is verified by NBS.




mindray

healthcare within reach

CERTIFICATE

Thisistocertify that

Poiata Vitalie

Biosistem-mld SRL , Moldova

For Successfully Completed the course

Coagulation
C-3100

Technical Training
2018/07/28-2018/07/29

Q.H.Li = E‘
Manager Date:2018.07.29

Training Department
Shenzhen Mindray Bio-medical Electronics Co.,Ltd.
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CERTIFICATE

Thisistocertify that

Nasedchin Alexandr

Biosistem-mld SRL , Moldova

For Successfully Completed the course

Coagulation
C-3100

Technical Training
2018/07/28-2018/07/29

Q.H.Li = E‘
Manager Date:2018.07.29

Training Department
Shenzhen Mindray Bio-medical Electronics Co.,Ltd.



Declaration of Conformityce

Manufacturer: Beijing Precil Instrument Co., Ltd.
2F East 5 Building, Qunying kejiyuan, Shangdi
Information Base, Haidian District, Beijing 100085,
China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Product: Auto Coagulation Analyzer

Model: C3100
Auto Cuvettes

Consumables : Probe Cleanser
Cleanser

Classification: Others(Not listed in the Annex 11, Directive 98/79/EC)

Conformity assessment route: Annex III(Except 6), Directive 98/79/EC

We herewith declare that the above-mentioned products meet the
previsions of the following EC Council Directives 98/79/EC for
in-vitro-diagnostics. All supporting documentation is retained
under the premises of the manufacturer.

Standard applied:

List of(harmonized) standards for which documented evidence for compliance can
be provided as attachment.

Start of CE-Marking:

Place, Date:

Signature:

2016-09-01

Beijin;,;:tjé—lﬂi‘)/-l}]

Name of Authorized Signatdry: Zhsng Yaohui
Position Held in Company: Management Representative

PLS-JS-01-D34-65-0801 (2016) Declaration of Conformity-v.03 pagel




Product:

Applied Standards List

Auto Coagulation Analyzer

Applied Standards:

EN 980:2008
EN ISO 13485:2012

EN
13612:2002/AC:2002
EN13640:2002

EN 13641:2002

EN 13975:2003

EN ISO 14971:2012

EN ISO 15193:2009

EN ISO 15194:2009

EN ISO 17511:2003

EN ISO 18113-1:2011

ENISO 18113-2:2011

EN 62366:2008

EN 61326-1:2006

EN 61326-2-6:2006

EN 61010-1:2001

EN

61010-2-081:2002+A1:

2003

EN 61010-2-101:2002

Graphical symbols for use in the labeling of medical devices
Medical devices - Quality management systems - Requirements for
regulatory purposes (ISO 13485:2003)

Performance evaluation of in vitro diagnostic medical devices

Stability testing of in vitro diagnostic medical devices

Elimination or reduction of risk of infection related to in vitro diagnostic
reagents

Sampling procedures used for acceptance testing of in vitro diagnostic
medical devices

Medical devices - Application of risk management to medical devices
(ISO 14971:2007, Corrected version 2007-10-1)

In vitro diagnostic medical devices — Measurement of quantities in
samples of biological origin

In vitro diagnostic medical devices. Measurement of quantities in samples
of biological origin. Requirements for certified reference materials and
the content of supporting documentation

In vitro diagnostic medical devices. Measurement of quantities in
biological samples. Metrological traceability of values assigned to
calibrators and control materials

In vitro diagnostic medical devices - Information supplied by the
manufacturer (labelling) - Part 1: Terms, definitions and general
requirements (ISO 18113-1:2009)

In vitro diagnostic medical devices. Information supplied by the
manufacturer (labelling). Part 2:In vitro diagnostic reagents for
professional use CORR:January 31,2012

Medical devices - Application of usability engineering to medical devices
(IEC 62366:2007)

Electrical equipment for measurement, control and laboratory use - EMC
requirements -- Part 1: General requirements IEC 61326-1:2005
Electrical equipment for measurement, control and laboratory use - EMC
requirements -- Part 2-6: Particular requirements - In vitro diagnostic
(IVD) medical equipment IEC 61326-2-6:2005

Safety requirements for electrical equipment for measurement, control,
and laboratory use -- Part 1: General requirements IEC 61010-1:2001
Safety requirements for electrical equipment for measurement, control
and laboratory use -- Part 2-081: Particular requirements for automatic
and semi-automatic laboratory equipment for analysis and other
purposes IEC 61010-2-081:2001

Safety requirements for electrical equipment for measurement, control,
and laboratory use -- Part 2-101: Particular requirements for in vitro
diagnostic (IVD) medical equipment IEC 61010-2-101:2002 (Modified)

Drafted by: é i'»%\

Checked by: )ﬁ(WﬂIT

PLS-J5-01-D34-65-0801 (2016)

Declaration of Conformity-V.03 page2
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

CERTIFICATE

No. QS6 044751 0135 Rev. 01

America

Certificate Holder: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

1SO 13485

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 13485:2016

-
7| <L
o
™
-
--
| Ll
| ©
&
o
=)
| <C
o
g
-
IN--
LLd
o
R
| =
<
N
:S
o
>
-
| o
LLI
o
| &
| I
o

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

E LS
s as

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the
website https://www.tuev-sued.de/product-testing/certificates

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 65-467-1304
Effective Date: 2019-08-26
Expiry Date: 2021-10-23
Page 1 of 4

Date of Issue: 2019-11-25 ) 7ﬂ
[wﬂ Sndhan

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS
TUV SUD America Inc. » 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com

ZERTIFIKAT & CERTIFICATE
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\ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Regulatory Requirements:

Page 2 of 4
Date of Issue: 2019-11-25

Audit/Certification Criteria

Australia
Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations SOR/98-282, Part 1

United States

-21 CFR Part 803
-21 CFR Part 806
-21 CFR Part 807
-21 CFR Part 820

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

Overall Scope Statement:

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG Cables
and Leadsets, Temperature Probe, Probe Cover), Vital Signs
Monitor, Center Monitoring System, Telemetry Monitoring
System, Pulse Oximeter, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine and
Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

G b

( Dawn M. Tibodeau ) )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 * Peabody, MA 01960 USA « www.tuvsud.com
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l MEDICAL DEVICE SINGLE AUDIT PROGRAM\

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Facility(ies):

Facility Scopes:

Page 3 of 4
Date of Issue: 2019-11-25

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji 12th Road South, High-Tech Industrial
Park, Nanshan, 518057 Shenzhen, PEOPLE'S REPUBLIC OF
CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech Industrial
Park Nanshan, 518057, Shenzhen, PEOPLE’S REPUBLIC OF
CHINA

Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor and
Accessories (NIBP House, NIBP Cuff, Sensor Cables including
SPO2 Cable and Temperature Cable, SPO2 Sensor, ECG
Cables and Leadsets, Temperature Probe, Probe Cover),
Vital Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Defibrillator / Monitor
and Accessories, Electrocardiograph, Anesthesia Machine
and Accessories (Vaporizer), Ventilator, Ultrasonic Diagnostic
Equipment, Ultrasonic Transducer, Hematology Analyzer,
Clinical Chemistry Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, Auto Sample
Processing System, Auto Slide Maker and Stainer;) Reagents
for Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Chemiluminescence Immunoassay Reagents,
Chemiluminescence Immunoassav Calibrators and Controls;
Disposable Anesthesia Mask, Reusable Anesthesia Mask,
Respiratory Mask, Disposable Breathing Circuit, Reusable
Breathing Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

DUNS No: 65-467-1304

{n b

( Dawn M. Tibodeau )
Manager, Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com ®
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM'

America

CERTIFICATE

No. QS6 044751 0135 Rev. 01

Page 4 of 4
Date of Issue: 2019-11-25

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106, Shenzhen
PEOPLE’S REPUBLIC OF CHINA

Production of Medical Electronic Equipment (including Patient
Monitor and Accessories (NIBP House, NIBP Cuff, Sensor
Cables including SPO2 Cable and Temperature Cable, SPO2
Sensor, ECG Cables and Leadsets, Temperature Probe, Probe
Cover), Vital Signs Monitor, Center Monitoring System,
Telemetry Monitoring System, Pulse Oximeter, Defibrillator /
Monitor and Accessories, Electrocardiograph, Anesthesia
Machine and Accessories (Vaporizer), Ventilator, Ultrasonic
Diagnostic Equipment, Ultrasonic Transducer, Hematology
Analyzer, Clinical Chemistry Analyzer, Microplate Reader,
Microplate Washer for In-Vitro Diagnostic Use,
Chemiluminescence Immunossay Analyzer, Flow Cytometer,
Auto Sample Processing System, Auto Slide Maker and
Stainer;) Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence Immunoassay
Reagents, Chemiluminescence Immunoassav Calibrators and
Controls; Disposable Anesthesia Mask, Reusable Anesthesia
Mask, Respiratory Mask, Disposable Breathing Circuit,
Reusable Breathing Circuit, Heat and Moisture Exchanger,
Filter, Breathing Bag

DUNS No: 54-459-5743

i

( Dawn M. Tibodeau )
Manager Certification Body MHS

TUV SUD America Inc. « 10 Centennial Drive Ste 207 « Peabody, MA 01960 USA « www.tuvsud.com




SCC Accredited

CB-MS
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m Accrédité CCN o
— America
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o
# CERTIFICATE
ot No. QS5 044751 0140 Rev. 02
L 2
o . . . .
=) Certificate Holder: Shenzhen Mindray Bio-Medical
< Electronics Co., Ltd.
w Mindray Building
e Keji 12th Road South
— High-Tech Industrial Park
- Nanshan
o 518057 Shenzhen
w PEOPLE'S REPUBLIC OF CHINA
L 4 Certification Mark:
—
<g
=z
=
o 1SO 9001
=
E Scope of Certificate: See Page 2 for Overall Scope Statement.
LLl
(&)
4
fHm
Ao
“lT
Ao
'IIIEt
!,3,,‘& Standard(s): 1ISO 9001:2015
4
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
ll'l_-l maintaining a quality management system that meets the requirements of the listed standards.
g Report No.: SH2005501
L Effective Date: 2020-08-12
o
E Expiry Date: 2023-06-30
(&)
L 2
— Page 1 of 4
<< Date of Issue: 2020-08-20 [
=z e T
— MW@
(NN
|: Tina Israel
o Manager, US Certification Body,
T Medical and Health Services ®
N TUOV

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com



http://www.tuvsud.com/

e
<<
o
T
e
o=
Lt
(&}
L 4
o
(=]
<<
(&
T
-
oc
LL]
(&}
L 4
-
<<
=
>
©
>
e
a.
L
()
L 4
fHm
2o

s
A=A

Al

ZERTIFIKAT & CERTIFICATE o

SCC Accredited
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CERTIFICATE

No. QS5 044751 0140 Rev. 02

Overall Scope Statement

Page 2 of 4
Date of Issue: 2020-08-20

Design and Development, Production and
Distribution of Medical Electronic Equipment
(including Patient Monitor and Accessories, Vital
Signs Monitor, Center Monitoring System, Telemetry
Monitoring System, Pulse Oximeter, Temperature
Probe, Flow Sensor, Ambulatory Blood Pressure
Monitor, Defibrillator / Monitor and Accessories,
Electrocardiograph, Anesthesia Machine and
Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment
and Accessories, Digital Radiography System,
Radiography System, Hematology Analyzer, Clinical
Chemistry Analyzer, Urine Analyzer, Microplate
Reader, Microplate Washer for In-Vitro Diagnostic
Use, Chemiluminescence Immunossay Analyzer,
Flow Cytometer, (Auto) Sample Processing System,
Auto Slide Maker and Stainer, Glycohemoglobin
Analyzer, Specific Protein Analyzer), Reagents for
Hematology Analyzer, Reagents for Clinical
Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents
for Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for
Glycohemoglobin Analyzer, Disposable Anesthesia
Mask, Reusable Anesthesia Mask, Respiratory Mask,
Disposable Breathing Circuit, Reusable Breathing
Circuit, Heat and Moisture Exchanger, Filter,
Breathing Bag

[
el
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Mindray Building, Keji 12th Road South, High-Tech
Industrial Park, Nanshan, 518057, Shenzhen,
PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor, Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 3 of 4
Date of Issue: 2020-08-20 [

— \ '(w
W‘Mx&
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

CERTIFICATE

No. QS5 044751 0140 Rev. 02

&

America

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
1203 Nanhuan Avenue, Guangming District, 518106
Shenzhen, PEOPLE’S REPUBLIC OF CHINA

Facility Scopes: Design and Development, Production and Distribution of
Medical Electronic Equipment (including Patient Monitor
and Accessories, Vital Signs Monitor, Center Monitoring
System, Telemetry Monitoring System, Pulse Oximeter,
Temperature Probe, Flow Sensor, Ambulatory Blood
Pressure Monitor , Defibrillator / Monitor and
Accessories, Electrocardiograph, Anesthesia Machine
and Accessories, Ventilator, Air Compressor, Endoscope
Camera System, Ultrasonic Diagnostic Equipment and
Accessories, Digital Radiography System, Radiography
System, Hematology Analyzer, Clinical Chemistry
Analyzer, Urine Analyzer, Microplate Reader, Microplate
Washer for In-Vitro Diagnostic Use, Chemiluminescence
Immunossay Analyzer, Flow Cytometer, (Auto) Sample
Processing System, Auto Slide Maker and Stainer,
Glycohemoglobin Analyzer, Specific Protein Analyzer),
Reagents for Hematology Analyzer, Reagents for
Clinical Chemistry Analyzer, Chemiluminescence
Immunoassay Reagents, Chemiluminescence
Immunoassay Calibrators and Controls, Reagents for
Flow Cytometer, Reagents for Glycohemoglobin
Analyzer, Calibrators and Controls for Glycohemoglobin
Analyzer, Disposable Anesthesia Mask, Reusable
Anesthesia Mask, Respiratory Mask, Disposable
Breathing Circuit, Reusable Breathing Circuit, Heat and
Moisture Exchanger, Filter, Breathing Bag

Page 4 of 4
Date of Issue: 2020-08-20

[
ek
Tina Israel

Manager, US Certification Body,
Medical and Health Services

TUV SUD America Inc. « 10 Centennial Drive Ste 207 + Peabody, MA 01960 USA « www.tuvsud.com
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